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REMARKS 



The Office Action of January 25, 2005 has been carefully reviewed a id these remarks are 
responsive thereto. 

Claims 80-86 and 88-107 are pending. Claims 1-79 and 110-135 are withdraw] i. Claims 
87-88 and 108-109 are cancelled. The Office Action objected to the drawin ;s as failing to show 
all the features recited in the claim 85. The Office Action rejected clains 80-102 under 35 
U.S.C. § 112, If 1 as failing to comply with the written description requi ement. The Office 
Action also objected to the specification as failing to provide proper ante:edent ba*is for the 
claimed subject matter with regards to claims 95-98. The Office Action re ected clai ns 80-83, 
85-89, 103, 107-109 under 35 U.S.C § 102(e) as being anticipated by I .S. Publication No, 
2003/0069541 to Gillis et al ("Gillis"). The Office Action rejected claim 80-81, 8.5-90, 103, 
and 107-109 under 35 U.S.C. § 103(a) as being unpatentable over U.S Pati nt No. 6J 29,6*5 to 
Howard, IU ("Howard"). The Office Action rejected claims 82-84, 91-10; and 104-106 under 
35 U.S.C. § 103(a) as being unpatentable over Howard in view of U.S. Pat nt No. 5/. 1 1,3 1 6 to 

Elsberry et al ("Elsberry"). 

In response, Applicants respectfully traverse the rejection with the fo lowing re] narks. 



During a telephone call, the Examiner indicated that the claims 80-13 5 were subject to a 
four way restriction requirement, dividing the claims into Group I (claims 8C 409), Grcup II 
(claims 1 10-113 and 120-135), Group III (claims 114-1 17) and Group IV (cl rims 1 1 8-: 19). 
During the telephone call, Group 1 was provisionally elected. As requested >y the Office 
Action, Applicants confirm their election of Group I (claims 80-109). This c lection is i nade 
without traverse. The Applicants' election is without prejudice or admission with respt ct to The 
Applicants' right to re-file the withdrawn claims in a divisional application. 

Informality 

Claims 80, 102 and 103 have been amended to clarify the antecedent basis for t le use of 
term "cannula.*' Pursuant to normal patent practice, an "a" has been inserted in front o: "first use 
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of the term "cannula," Where the open ended phrase "comprising" is used, tl is should lot be 
construed as a suggestion that the amended claims are limited to a single "cai nula." 

Amendments to the Claims 

As noted above, claims 80, 102 and 103 have been amended. 

Claims 86 and 10? have also been amended. It is respectfully submit ed that, as 
discussed in greater detail below, the terminology used in the amended claim 5 86 and 1 )7 
comports more closely with the terminology used in the detailed description. However, as 
support for this terminology is at least found on line 10 of page 1 9 of the spe< ;ification c s filed, 
no new matter has been added. 

Objections to the Drawings 

The Office Action objected to the drawings because they fail to show a "cannuli t having 
plural openings in the lumen distal end with the first and second catheters pre trading as claim in 
claim [80]." Applicants respectfully disagree. Page 4 of the specification describes the therapy 
delivery element of an exemplary embodiment as being a catheter, and page 1 of the 
specification discusses FIGS. 4-7 and explains that the leads could provide dug delivei y (e.g., 
constitute catheters). FIG. 8 provides an example of how the leads could be :onfigured with a 
cannula and is provided with openings 815-818. Accordingly, Applicants be ieve exan pies of 
all the elements recited in the claims are shown in the provided figures. How rver, to ad dress the 
Examiner's concerns, a paragraph on page 12 of the specification has been a nended to clarify 
what is shown in FIG. 8. No new matter has been introduced by this amendi lent 

Regarding the alleged failure to show a first and second port connect ng the firs ; and 
second catheter to the delivery device 10A, FIG. 1 1 depicts an exemplary po 1 20A connected to 
a delivery element 23 that terminates near the distal end 1 1 5. The discussioi with rega *ds to 
FIGS. 4-8 explains that multiple leads, which can be catheters, are bundled t >gether an< I that 
such leads can be used to deliver medication according to FIG. 1 1. Therefor Applicaits 
respectfully submit that the requirements of 37 CF.R. 1 .83 are met with the sxisting drawings. 
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Rejection under 35 ILS.C, S 112. IT 1 

The Office Action rejected claims 80-102 under 35 U.S.C. § 1 12, H 1 ? or foiling to meet 
the written description requirement. The Applicants note that it is not clear v hether cla jns 103 - 
109 are also rejected, however, to the extent these claims are rejected, the fol owing dis ;us$ion 
applies equally to them. As an initial matter, the Applicants submit that the c laims are 1 iiUy 
supported with sufficient written description by the original disclosure (incluiing the cl lims) of 
the parent application. Moreover, as the specification makes clear, the disclc sed teachings may 
be implemented within either an electrical stimulation system or a drug deliv >ry system. As a 
result, the specification utilizes the term 'therapy delivery device" to refer gc lerally to either a 
signal generator or a pump and a 'therapy delivery element" to refer generall / to either an 
electrode or a catheter. As detailed below, the Applicants submit that each o the claim id 
features is supported by an adequate written description. 

As noted above with respect to the FIGS. 4-8, examples of leads depi rting all the 
limitations of claim 80 are provided on page 1 1 of the specification as filed. Furthermc re, the 
use of ports to connect the leads to the delivery device is also referred to on j age U of he 
specification as filed. Additional discussion of the use of ports is provided v ith regard to the 
discussion of FIG. 1 1 and is found on pages 1 9-20. 

With regard to the treatment of various diseases, the present applicati >n discuss ss the 
treatment of neurological disorders on pages 1 9- In addition, the present app ication ha s 
incorporated by reference several prior art patents that further discuss the tre ttment of various 
types of disorders and diseases, such as, for example, U.S. Patent No. 5,792, 86 and U S. Patent 
No. 5,7 1 1 ,3 1 6. To avoid adding unnecessary limitations, however, claim 86 has been f mended 
and claims 87-88 have been cancelled. For the same reason, claim 107 has teen amen< ed and 
claims 108-109 have been cancelled. 

Regarding the alleged lack of support for "determining liquid infusio i rate thrc igh first 
and second catheters with a parameter and signal level" in claim 91, support at least is : bund in 
U.S. Patent No. 5,792,186, which is incorporated by reference into the curre: it application. 
Regarding the alleged lack of support foT lt use of parameters and settings to ■ ontrol liquid 
infiision" in claims 92-98, support for this is at least provided in U.S. Patent >Jo. 4,692. 147 
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which was incorporated by reference into the current application and disclose 5 methods of 
controlling a pump. Regarding the alleged lack of support for "the sensor in he proxiir ity of 
liquid delivery position" in claim 104, support is at least found in U.S. Patent No 5/792, 1 86, 
which is incorporated by reference into the current application. As these U.S Patents a ie 
incorporated by reference, no new matter has been added. 

As the incorporation by reference of essential and non-essential subje :t matter f om L .S- 
Patent$ is in accordance with the procedures provided for in the MPEP 608,0 l(p) (May. 2004 
rev.), Applicants respectfully submit that the current application contains suf icient wrii ten 
description support to show the inventors had possession of the claimed inve ition at th< time of 
filing. Therefore, withdrawal of this ground of rejection is respectfully requested. 

Objection to the Specification - Lack of Antecedent Ba i$ 

The specification, while providing support for the term "setting, " did aot expressly use 
the term. While disagreeing that antecedent basis is needed for the term "set ing," to ac vancc 
prosecution of the present application, a paragraph on page 19 of the specific ation has I een 
amended. Applicants believe this amendment satisfies the need for antecede it basis fo the term 
"setting" and as a pump disclosed in U.S. Patent No. 4,692,147, which was i icorporate 1 by 
reference, includes this ability, this amendment does not add new matter. 

Rejection Under 35 U.S.C S102Ort - Gillis 
Claims 80-83, 85-89, 103 and 107-109 were rejected as anticipated >y Gillis. While not 
addressing the issue of whether Gillis can be properly considered prior art for the present 
pending application (but reserving the right to do so), the rejection is r specially traversed 
below. 

Gillis is directed towards an implantable guide that can be used in cc nnection \ dth a drug 
delivery device. (Gillis, Abstract). FIGS, 4-6 of Gillis are provided below. 
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ma e 

As depicted in FIG. 4, Gillis discloses a guide 10 designed for use wit i two dm; delivery 
devices 50. (Gillis, f 86). Gillis explains that the guide may include a pi irality of umens 13 
with a drug delivery catheter 60 positioned within the lumen 13. (Id,; see FIG. 5). As is 
apparent from FIGS. 4-6, however, the catheters 60 all have the same traje story. Fu Ihermore, 
Gillis does not direct the catheters 60 in an outwardly direction but rati er directs then in a 
direction aligned with the guide 1 0 and the lumen 1 3. 

Independent claim 80 recites the limitation "the lumen distal end : laving a plurality of 
openings, each opening capable of directing a catheter outwardly along a d stinct prec etermined 
trajectory. 0 As noted above, Gillis does not disclose such a configuration. Therefore, as Gillis 
does not disclose all the limitations of claim 80, Gillis cannot fairly be sail to anticipate claim 
80. 
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Independent claim 103 also recites the above limitation, therefore, Gi lis cannot be said to 



Claims 81 and 85-90 depend from claim 80 and necessarily include a least one limitation 
not disclosed by Gillis, therefore Gillis cannot fairly be said to anticipate clai ns 81 and 85-90. 

Claims 107-109 depend from claim 103 and necessarily include at le* st one lim tation not 
disclosed by Gillis, therefore Gillis cannot fairly be said to anticipate claims 07-109, 

Accordingly, withdrawal of this ground of rejection is respectfully rei uested. 



Claims 80, 81, 85-90, 103, and 107-109 were rejected under 35 U.S.C . § 103(a) as being 
unpatentable over Howard. Claims 82-84, 91-102 and 104-106 were rejectee under 35 U.S.C. § 
1 03(a) as being unpatentable over Howard in view of Elsberry . Thus, all the pending c aims 
stand rejected under 35 U.S.C. § 103(a) in view of Howard, alone or in com! ination wi ii 
Elsberry. 

Howard discloses methods and apparatus for curbing the appetite of i idividuals suffe-ing 
from morbid obesity. (Howard, Abstract). FIG. 30 of Howard is provided t elow. 



anticipate claim 103 for the same reasons Gillis does not anticipate claim 80. 



Rejection Under 35 U.S.C. 8 103(a) - Howard & Elsberry 



DRUG INFUSION ASSEMBLY 
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FIG. 30 
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As can be readily appreciated, the macrocatheter 1 003 has a single opening fi om which the 
catheters iOOS extend. While the catheters 1005 include delivery ports 1007 : nothing extends 
from the delivery ports 1007. Thus, FIG. 30 of Howard completely fails to d sclose "th 5 lumen 
distal end having a plurality of openings, each opening capable of directing a catheter o ltwardly 
along a distinct predetermined trajectory/' 

FIG. 25 of Howard is depicted below; 



As is apparent, the support shaft 137 includes a delivery port 141 on the sidi of the support shaft 
137 for delivering a drug from a reservoir/pump 147 via a supply line 145 Howeve *, Howard 
does not disclose or suggest extending a catheter out of the delivery po1 141. Indeed, the 
Applicants have been unable to locate anything in Howard that suggests such a modification 
would be possible. Thus, FIG. 25 and the supporting text do not disclose ?r suggest a "lumen 
distal end having a plurality of openings, each opening capable of directing a catheter outwardly 
along a distinct predetermined trajectory." 



Supply line manifold cap J 48 (Portioned under 

scalp over top o 

s ^ ^— w Z g *-7'' "v. burr hole) 




Re 9 ervolr/Pu mp 
unit 147 

(one per delivery 
port) 



Magnetic Tip 133 



FIG- 25 
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Regarding Elsberry, the Office Action did not suggest Elsberxy disci >ses a "lumen distal 
end having a plurality of openings, each opening capable of directing a cath ter outwaj dly along 
a distinct predetermined trajectory." Therefore, the addition of Elsberry to Howaid fails to 
correct the above noted deficiency. Accordingly, neither Howard nor E .sherry di: -close the 
limitation of "lumen distal end having a plurality of openings, each opening capable of directing 
a catheter outwardly along a distinct predetermined trajectory." Therefore , the Office Action 
fails to establish a prima facie case of obviousness. See MPEP 706.020) (" To establish a prima 
facie case of obviousness, three basic criteria must be met. ... [Third], the j»rior art reference^] 
. . . must teach or suggest all the claim limitations"), 

While not addressing the above issue, the Office Action suggest ;d that it would be 
obvious. to modify the electrode support shaft 137 disclosed FIG. 25 in ligfc : of FIG. : 0, As an 
initial matter, the Office Action has failed to provide any support fo such a statement. 
Furthermore, the Applicants have been unable to locate anything in H »ward tha suggests 
modifying the supply line 145 of FIG. 25 to accept a catheter 1005 of FIG. 30, nor is there any 
reason to indicate such a modification would be successful See MPEP 70C .02(j) ("To establish 
sl prima facie case of obviousness, three basic criteria must be met. First, there mu« t be some 
suggestion or motivation, either in the references themselves or in the 1 nowledge generally 
available to one of ordinary skill in the art, to modify the reference or t- 1 combine reference 
teachings. Second, there must be a reasonable expectation of success.";. Instead, the only 
suggestion to do so is found in the present application, suggesting the r sjection is based on 
impermissible hindsight reconstruction. 

The pending independent claims 80, 102 and 103 include the Hmitat on fit the lunen distal 
end having a plurality of openings, each opening capable of directing a cath iter outwardly along 
a distinct predetermined trajectory." As noted above, Howard flails to disci >se, suggest or leach 
such a configuration and the addition of Elsberry does not correct this de iciency. rherefore, 
Howard, alone or in combination with Elsberry, fails to disclose, suggest or teazh at. the 
limitations of the pending independent claims 80, 102 and 103. As Howard, a one or in 
combination with Elsberry fails to disclose all the limitations of claims iQ, 102 anl 103, the 
combination of Howard and Elsberry cannot be said to make claims 80, 102 and 103 obvious. 
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The remaining pending claims 81-101 and 104-109 depend from clai o 80 and claim 103, 
respectively and necessarily include at least one limitation not disclosed, su. ;gested or taugbt by 
Howard, alone or in combination with Elsberry for the reasons discussed a Dove with regard to 
the independent claims. 

Accordingly, withdrawal of this ground of rejection for claims 8C-109 is respectfully 

requested. 

CONCLUSION 

It is believed that no fee is required for this submission. If any fee is required or jf an 
overpayment is made, the Commissioner is authorized to debit or credit our ] )eposit Ac count No. 
19-0733, accordingly. All rejections having been addressed, the Applicant respectful y submits 
thai the instant application is in condition for allowance, and earnetly solici s prompt 
notification of the same. 

Respectfully submitted, 
BANNER & WITCOFP , LTD. 



Dated: June 21, 2005 




Binal J. Patel 
Registration No. 42,065 

Banner & Witcoff, LTC . 
Ten South Wacker Driv ; 
Chicago, Illinois 60606 
Tel: (312)463-5000 
Fax: (312)463-5001 
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